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THE CERTIFICATE OF NEED PROCESS: END STAGE RENAL DISEASE 
 
Background 
The Department of Health determines Public Need for End Stage Renal Disease (ESRD) stations 
through a PHHPC Ad Hoc Committee recommended methodology from 2008 that uses ESRD patient 
data to project the number of stations needed in each county.  The planning year is five years from the 
latest available patient data and is currently 2021. This methodology for the projection of ESRD stations 
is neither mentioned in nor excluded by regulation 709.4 End Stage Renal Dialysis which addresses 
public need in broad, non-numeric terms.  Only twelve states still require CON for ESRD.  Of those, 
only Vermont borders New York. 
 
Problem 
Until recently, projected public need for ESRD stations was comfortably outpacing CON applications 
for additional stations.  The language of the Ad Hoc Committee’s recommendations could even be 
interpreted to imply that this was the intended effect. The Committee’s written report did not anticipate 
nor include any practical guidance as to how the Department should handle potential disapprovals or 
competitive review scenarios, which is where the Department finds itself today.   
 
As of October 2017, there are 10 projects proposing construction of 231 stations on hold due to the 
Department’s calculated need for stations being insufficient to support a recommendation for approval 
(all in a competitive review status).  These numbers are based on an updated projection using the most 
recent patient data from April 2016 and using the highest projected value within a 95% percent 
confidence interval.  In many of these instances, applicants have put forth compelling arguments in 
support of additional ESRD stations based on local factors specific to the proposed service area, 
however, the Department’s current policies and procedures do not allow for consideration of these local 
factors in forming its recommendation of need.  
 
Recommended Solution:  
Continue to utilize the current need methodology in regulation and the projected public need 
calculation that the Ad Hoc Committee of PHHPC recommended, but incorporate into the 
Department’s policies and procedures a process for consideration of local factors presented by 
applicants, which may include but not be limited to the following: 

• documented evidence of the unduplicated number of ESRD patients on waiting lists; 
• the location of the proposed facility and documented unreasonable travel times for treatment; 
• specialty services such as home peritoneal dialysis training offered by the applicant but not 

offered at surrounding facilities;  
• extent to which the application addresses medically underserved populations; 
• patient migration patterns; 
• the applicant’s quality of care metrics; 
• quality complaints or low CMS ratings for area facilities; 
• recommendations from the local health systems; 
• the extent to which the applicant’s policies and procedures include efforts to coordinate with 

other local healthcare providers in the care of its ESRD patients; 
• whether the proposed stations would provide improvements or innovations in the delivery of 

health services and serve to promote quality assurance and cost effectiveness; 
• DSRIP participation or other affiliations. 
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Attachment 1:  Regulation 709.4 End stage renal dialysis service. 
 
Effective Date 12/28/1994 
 
709.4 End stage renal dialysis service.  
(a) This methodology will be utilized in the evaluation of certificate of need applications involving the 
construction or establishment of new or replacement dialysis stations used in the treatment of End Stage 
Renal Disease. It is the intent of the State Hospital Review and Planning Council that this methodology, 
when used in conjunction with the planning standards and criteria set forth in section 709.1 of this Part, 
become a statement of basic principles and planning/decision making tools for guiding and directing the 
development of dialysis stations for End Stage Renal Disease services throughout the state. 
Additionally, it is intended that the methodology will provide the health systems agencies and potential 
applicants with sufficient flexibility to consider the unique characteristics of their respective areas in 
determining need. The goals and objectives of the methodology expressed herein are expected to ensure 
that an adequate supply of dialysis stations is available to provide access to care to all those in need of 
in-facility dialysis. 
 
(b) The factors to be considered in determining the public need for dialysis stations shall include, but not 
be limited to, the following: 
 
(1) evidence that the proposed dialysis services capacity proposed will be utilized sufficiently to be 
financially feasible as demonstrated by a five-year analysis of projected costs and revenues associated 
with the program; 
 
(2) evidence that the proposed service or additional capacity will enhance access to services by patients 
including members of medically underserved groups which have traditionally experienced difficulties in 
obtaining equal access to health services (for example, low-income persons, racial and ethnic minorities, 
women, and handicapped persons), and/or appropriate rural populations; 
 
(3) evidence that the facility's hours of operation and admission policies will promote the availability of 
services which are acceptable to those in need of such services, in particular, operational hours that 
permit individuals in dialysis to continue employment. 
 
(4) the facility's willingness and ability safely to serve dialysis patients; and 
 
(5) when an existing provider proposes to add twelve or more stations, evidence, derived from analysis 
of factors including but not necessarily limited to both existing patient referral and use patterns and 
projected referral and use patterns which would result from addition of the proposed stations, indicating 
that approval of such stations will not jeopardize the quality of service provided at or the financial 
viability of other existing dialysis facilities or services within the applicant's planning area. However, a 
finding that the proposed facility would jeopardize the financial viability of such existing facilities will 
not, of itself, require a recommendation of disapproval of the application. 
 
(c) Public need for a proposed facility or station shall be deemed to exist when review and consideration 
of evidence concerning each of the five factors set forth in subdivision (b) of this section results in an 
affirmative finding.  
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